Hu»KeyKasaHHble JOKYMEHTbl MOXHO NOAYYUTb Ha HECKOJIbKMX MHOCTPaHHbIX A3blKax. YnpasneHune CLUA
Mo HaA30pY 33 KAYeCTBOM MULLEBbIX MPOAYKTOB M IeKapCTBEHHbIX CPEACTB NPeAoCcTaBAseT UX B
KayecTse yCNyru Aa8 MHOToA3bIMHOMO HaceseHus. Mbl Hageemcs, YTO Bbl HaWAETe 3TV NepeBobl
noJsieaHbIMK. XOTA Halle BeAOMCTBO CTapaeTcsa obecneynTb BaC MakKCMMabHO aAeKBaTHbIMK
nepesoaamm, Mbl NOHUMAEM, YTO NepeBeaEHHbIN AOKYMEHT MHOTAA MOKET He BbITb CTO/Ib e TOYHbIM,
ACHBIM WJIN MOJIHbIM, YTO U €ro aHrMNCKUI opurnHan. OduLMaIbHbIM CYUNTAETCA TONbKO aHIINNCKUI

TEKCT.

OCHOBHbIE TPEBOBAHUA: UTorosoe npaBuio NpoPprnaakTUYECKOro KOHTPONA NPOAYKTOB
NUTaHUA YenoBeka
0630p

Mpasnno NpodMNaKTUYECKOro KOHTPOSA 3aKOHa O NoBbIWeHMM 6€30MNaCHOCTM NPOAOBO/LCTBUA
YnpaBnieHua no genam npoaoBonbCTBUSA U MeanKameHToB (FSMA) Tenepb CTanio OKOHYaTeIbHbIM, U
CPOKM Hayana ero cobaoaeHnA ANa HEKOTOPbIX PUPM HauMHatoTCA B ceHTABpe 2016 roaa.

3T0 MTOroBOE NPABMIO ABMIOCH Pe3ynbTaTomM becnpeLieieHTHOM paboTbl YnpaBaeHuUsa No genam
npoAoBONbLCTBUA U MeanMKameHToB (FDA) ¢ npeacTaBuTensiMmm HOpMaTUBHbIX OPFraHOB OTPAC/N, C
rpynnamu notpebutenei n deaepanbHbIMU, MECTHBIMU U NIEMEHHbBIMU PErYASTOPHBIMKU OPraHamu,
NOEHTUYHBIMM OPraHaMM Ha YPOBHE LUTATOB, HAYYHbIMW KPYramum v ApyrMmu 3auHTEPEeCOBAHHbIMMU
CTOPOHAMM. ITa KamMMnaHMA HaYanacb eLle 40 TOro, Kak AaHHOe NpaBuIo 6b110 NpeasIorKeHo B AHBape
2013 r.

B oTBET Ha 3ameYaHua 1 NPeasoXKEHUS, NOJTYYEHHbIEe B Nepuos, OTBeAeHHbI A5 KOMMEHTAPUEB, a
TaKKe B pe3ysibTaTe NPoBeAeHMA COTEH MePONPUATUIA, BCTPEY € 06LLEeCTBEHHOCTbIO, CEMUHAPOB Mo
NHTepHeTy, BCTpey Ans obLlieHna 1 noceleHnin depm 1 npeanpuaTUii NUWEBOM NPOMbIWAEHHOCTHU MO
Bcel cTpaHe YnpasneHue (FDA) BbiNycTUAO AONONAHUTENbHOE YBEAOM/IEHME O NpeasiaraeMomM NPUHATUN
npaBuna B ceHTAbpe 2014 r. Llenbto npegnaraemoro nepecmoTpa 6b110 caenaTb NepBOHAYasbHbIN
BapwWaHT npaBuia 6onee NpakTUYHbIM, TMEKUM 1 3D PEKTUBHBLIM ANA AeATe/IbHOCTU OTPACAMU U
OAHOBPEMEHHO NPOoA0IXKUTL paboTy FDA B chepe 6e30nacHOCTM NULLLEBOM NPOAYKLUMN.

MNTorosoe npaBu/o BK/OYAET 3/1eMEHTbI MepBOHaYabHOro BapMaHTa U AOMOIHUTENbHbIX
npeasioXKeHUI, a TakKe HoBble TpeboBaHUSA, BbIABMHYTbIE MPU Y4aCTUN LUMPOKOWN 06LL,ECTBEHHOCTU U
noay4YeHHble B Nep1oa, OTBeAeHHbIN Ha KOMMeHTapuM no o6oMm NpeanoxKeHnam. K npumepy, B
OCHOBHble TpeboBaHMA A06ABMAN NONOXKEHME O TMBKOCTU, B TOM YMC/E B KOHTPO/1b 33 3BEHbAMM
cUCTeMbl MOCTaBOK U B onpegeneHve ¢pepm, 0CBOBOKAEHHbIX OT BbINONHEHMUS 3TUX NPABW; NPU 3TOM
6bI/1M BHECEHbI 3HAYUTENbHbIE M3MEHEHUSA, OTParKaloLmMe AeATeNbHOCTb COBPEMEHHbIX hepmMepPCKmMxX

XO3ANCTB.

Huke npMBoAATCA OCHOBHble TpebOBaHMA U CPOKM Havana nx cobntogeHums.
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1. Mpepnpuartua, o6a3aHHbIe C1IeA40BaTb AAHHOMY NPaBUAY, A,O0NXKHbI BHe4PUTb B
NPoOu13BOACTBO cUcTeMy 6€30MacHOCTU NPOAYKTOB NUTAHUA, B KOTOPYIO BXOAUT aHANU3
MCTOYHMKOB OMACHOCTU U NPOPUNAKTUYECKUIT KOHTPOIb PUCKOB. [laHHOE NpPaBuao
yCTaHaBAuBaeT Tpe60BaHUA K HaAMUMIO NN1aHa 6e30NacHOCTU NPOAYKTOB NUTAHUA B
NUCbMEHHOM BUAE, KOTOPbIA A0/KEH BKAKOYATb cheayollee:

e AHann3 NCTOYHMKOB ONACHOCTU: CHavyana HeobX0ANMMO BbIABUTb UCTOUHUKM OMACHOCTU. ITO
TaKue UCTOYHMKMU, KaK U3BECTHbIE U/IN A0BOJILHO /IETKO BbiABASEMbIE BUONOTMYECKHE,
XMMUYECKME U dM3MUYECKME ONacHble BelecTBa. ITM BELWECTBa MOTyT NPUCYTCTBOBATb, NOTOMY
YTO BO3HMKAIOT €CTECTBEHHbIM NYTEM, MPUBHECEHbI C/Ty4aiHO UM NpeAHaMePEHHO A
Nnosly4eHMA SKOHOMUYECKOM BbIroAbl (€CIM OHW BAUAIOT Ha 6@30MacHOCTb NPOAYKTOB NUTAHUSA).

o [podurnakTUyecKnii KOHTPOAb: ITN Mepbl HEOOXOANMBI AN obecneYyeHns MUHUMU3ALUN NAN
npeaoTBpPaLLeHNA MCTOYHMKOB ONACHOCTM NPY NOMOLLM NPOPUIAKTUYECKOTO KOHTPOAA. ITO
TaKue BMAbl KOHTPO/IA, KaK KOHTPO/Ib Ha A, NepepaboTKOM, MULLEBBIMW aNNepPreHamm
cob0AeHMEM CaHUTAPUK, @ TaKXKe KOHTPOJIb 33 3BEHbAMM CUCTEMbI MOCTABOK M NJ1aH U3bATUSA

NpoAYKLMU.

e Hapa3op Haa NpodUNAKTUYECKMM KOHTPO/ZIEM U €ro ocyLlecTBleHue. IToroeoe npaBusio
npeaycmaTpuBaeT rMOKOCTb Mmep, Heobxoanumbix ana obecneyeHmn speKTUBHOrO
NPOGUNAKTUYECKOTO KOHTPOIA U YCTPAaHEHMA BO3MOKHbIX Npobaem.

(0] MOHMTOpMHI’I otn npoueanypbl npeaHasHa4YeHbl onAa obecneyeHuns cuctemaTM4eckoro
ocywecrtsneHumA I'IpOd)MJ'IaKTVILIECKOI'O KOHTpOAA.

MOHUTOPUHI NPOBOAMUTCA NO Mepe HEOBXOAMMOCTU B LLEAX OCYLLLECTB/IEHUS
NPOGUNAKTUYECKOTO KOHTPOIA. K NpMmepy, MOHUTOPUHT NPOLLECCa Harpesa C LLesibio
06e3BpeKMBaAHUA NATOrEHHbIX MUKPOOPraHM3MOB, BK/OYAIOLLUIM peasibHble NoKasaTenun
TemnepaTtypbl, NPOBOAMTCA ropasfo Yale, Yem MOHUTOPUHT Mep Mo NpoduakTUIeckomy
PEMOHTY B LLeNSIX CHUMKEHWUS UICTOYHMKOB METa/lIMYeCKOro 3arpasHeHus. 34ecb JOCTaTOYHO
NPOCTbIX 3aMMCcen Yncen, Koraa NPOBOAMICA PEMOHT.

0 Mepbl ycTpaHeHUa U KoppeKuma: KoppeKuna — 3To mepbl, NPpUHUMaeMble B Lensax
CBOEBPEMEHHOIO BbISIBIEHUA U YCTPAHEHMA OTAE/bHbIX MPO6aeM, BO3HUKAIOLWMX B X04e
Nnpou3BOACTBA NULLEBOW NPOAYKLMUWU. Mepbl yCTpaHEHUS — 3TO AeNCTBMA, HAaNpaB/IEHHbIE Ha
BblABNEHNE NpobsiemM B Xo4e OCyLLecTBAEHNA NPOPUNAKTUUECKOTO KOHTPOASA B LeNsax
CHUYKEHMA BEPOSATHOCTU NOBTOPHOrO BOSHUKHOBEHWSA 3TUX NPobaem, OLLeHKM 6e30nacHoCTH
3aTPOHYTOM NPOAYKUMN U HEAONYLLEHNA ee B TOPTroByto ceTb. Mepbl yCTPaHEHUA AO/XKHbI
6bITb 3340KYMEHTUPOBAHbI B 3aMUCAX.

O MNposepka: [JaHHble mepbl HEObX0ANMbI A1 0becneyeHus nNocien0BaTe/IbHOro
ocywecTsneHma u 3hpeKTMBHOCTU NPODOUNAKTUYECKOrO KOHTPOA M OCHOBbIBAIOTCA Ha
npoBeAeHNM 3aMePOB U UX CPABHEHUWN C HAYUHbIMM AAHHBIMW, YAOCTOBEPAIOLLMMM, YTO
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NpodUNaKTUYECKUI KOHTPOAb cnocobcTBYeT 3PPEKTUBHOMY KOHTPOIO BbISIBIGHHOTO
WCTOYHMKa ONaCHOCTM, a TaK¥Ke Ha KanmbpoBsKe (MK NpoBepKe TOYHOCTU) MOHUTOPUHTa
npouecca v NpoBepKe UHCTPYMEHTOB, HaNpuUmep, TEPMOMETPOB, NPOBEpPKe 3anucen ¢
LeNbio NPOBEPKU NPoBeAeHUA MOHUTOPUHIA U NPUHATUA Mep YCTpaHeHus (npu
HeobxogMmocTh).

BO3MOHbIMWM MepaMM NPOBEPKU ABAAIOTCA TECTUPOBAHME NPOAYKTA U MOHUTOPUHT
OKpY*KatoLwel cpeapl, HO OHM CYMTAIOTCA HAANEHKALLMMM TOIbKO MO OTHOLWEHMIO K
NPOAYKTaM MUTaHUA, NPEeANPUATUIO, XapaKTepy NPOPpUAAKTUYECKOTO KOHTPOIA U ero Po/u B
cucteme obecneyeHns 6€30MacHOCTV NPOAYKTOB NMUTAHWUA HA NpeanpUATUN. IKONOrMYECKUA
KOHTPOAb TpebyeTca B TeX CNy4Yanx, KOr4a CyLwecTByeT PUCK 3arpA3HEHMA roTOBOM K
ynotTpebaeHuto NpoayKLMN 3KONOTMYECKMMM NAaTOFreHHBIMM MUKPOOPraHM3Mamu,
Tpebyowmnit NPoPUNAKTUYECKOTO KOHTPOS.

2. Wtorosoe npaBuio NpoprNaKTUUECKOrO KOHTPONA NPOAYKTOB MUTAHUA ANA YeNoBeKa
NpoAcHAET onpeaeneHue «pepma» U OXBaTbiBaeT ABa BUAA pepMepcKon
AeATeNbHOCTU. [leaTenbHOCTb, NOANAAAIWAA No4 onpeaeneHmne «pepmar» He
pernameHTUpyeTca NpaBUAOM NPOPUNAKTUUECKOTO KOHTPOAA.

e ®depma No NPoOU3BOACTBY NEPBUUYHON NPOAYKLMU: DTO XO3ANCTBO MMEET OA4HO
PYKOBOACTBO M HaxoAUTCA B OAHOM MeCTe, HO He 06A3aTeNbHO ABAAETCA eAUHOM, He
pa3buToi Ha HECKOIbKO y4acTKoB GepmMoit, U OCyLLEeCTBAAET BblpallyBaHME 3€PHOBbIX
KY/AbTyp, UX YBOPKY, 3aHMMAETCA }KMBOTHOBOACTBOM (BK/lOUan pasBegeHue
MOpPENPOAYKTOB), UM COMETaHUEM Pa3/IMYHbIX BUAOB 3TOW AeATeNbHOCTU. Takasa pepma
MOXET 3aHMMATbCA YNAKOBKOW WU XPaHEHNEM CbiPbeBOM CENbCKOX03ANCTBEHHOM
NPOAYKLMU, TAKOWN KaK CBEXKME OBOLLM, a TaKKe onpeae/ieHHON AeATeNbHOCTbIO No
M3roTOBAEHUIO U NepepaboTKe NPOAYKLUN, HaNPUMeEp, CYLLIKON BUHOrpaaa Ans
NPOW3BOACTBA M3IOMa M YNAaKOBKOKN M HAaHECEHMEM STUKETOK Ha NaYyKM C U3IOMOM.

B fononHUTENbHOM NpaBuae 6bl10 NpesoKeHo U3MEHUTL onpeaeneHme «pepmbl», U 3To
MTOroBOE MPABW/IO YYUTHIBAET 3TO NPEANONKEHNE, PACLLUMPASA AAHHOE NOHATUE, BKAtOYanA B
Hero ynakoBKY UM XPaHEHUWE CbIPbEBOI CE/IbCKOX03ANCTBEHHOM NPOAYKLUUN (MPOLYKTI
MUTaHWUA B CbIPbEBOM WM HAaTypasibHOM BUAE), BblpallMBaemble Ha depme,
npuHagnexalen apyrum. MToroBoe NpaBuio TakKe BKAOYAET B onpeaeneHme «pepmbly,
KOMMNaHMW, KOTOpble 3aHMMAKOTCA TOIbKO YOOPKOM yporKasa Ha depmax.

e ®depmbl N0 NPOM3BOACTBY BTOPUUHOWN NPOAYKLMU: TaKoe NpeanpusaTue pacrnoioKeHO He B
MecCTe HaxoXKAeHusA depmbl NO NPOM3BOACTBY NEPBMYHON NPOAYKLUM, F4e NPOU3BOAMUTCA
cbop ypoxkan, ynakoBKa 1 (M1n) xpaHeHMe CbipbeBOM CeNbCKOXO3ANCTBEHHOM NPOAYKLMM.
OHO HaxoaMTcA B ABOMHOM BNaZeHMMU: OAMH BRagenel, — 310 $depma no Npou3BOACTBY
nepBUYHON NPOAYKLMKM, NOCTaBAAOWAA BONbLIMHCTBO CbIPbEBOM CE/IbCKOXO3ANCTBEHHOM



NPOAYKLMM, KOTOPYLO yOMPaEeT, yNaKoBbIBAET UM XPaHUT pepma No NPOn3BOACTBY
BTOPUYHON NPOAYKLUN.

370 onpegeneHve ¢pepmbl MO NPOU3BOACTBY BTOPUYHOM NPOAYKLUM BblIO BKAOYEHO, B
YaCTHOCTU, ANs TOro, YTobbl depmepbl, 3aHMMaAtOLWMECH YNAKOBKOM NPOAYKUMM 33
npeaenamm Gepmbl U paHee He NognajasLune nNog 3To onpeseneHue «hepmbl», TaKKe
BOLL/IM B 3TO OnpeaeneHne, NOCKO/IbKY YNAaKOBKA TaKKe sBaseTcAa GepmepcKoi
AeatenbHocTblo. Kpome ynakoBKM nNpogyKumum 3a npegenamm Gepmol, 4pyrum npumepom
depmbl N0 NPOM3BOACTBY BTOPUYHOW NPOAYKLMM ABAAETCA XO3AMUCTBO, r4e NyLaT U cyLwaT
opexu nepeg, Tem, Kak oTNPaBuUTb UX HA NepepaboTKy, O4HAKO 3TO NpeanpuATMe He
pacnonoxeHo Ha NaaHTauun. Ecam depmep, Bnagetowmii nAaHTaLUAMU U NOCTABAAOLLNIA
60/1bLLUMHCTBO OPEXOB, ABAAETCA MaXKOPUTAPHbBIM BNaAeNbLEM NPEANPUATUA NO NYLLEHUIO U
CYLLKE OpexoB, TO TAaKOe X03ANCTBO sBNsAeTcs Gepmoi Mo NPon3BoACTBY BTOPUYHOM

NpPoAYKLMMU.

e ®depmbl N0 NPOU3BOACTBY NEPBMYHOMN NPOAYKLUMMN U pepMbl NO NPOU3BOACTBY BTOPUYHOM
NPOAYKUMM, 3aHMMaIOLLMECA AeATENbHOCTbIO, CBA3AaHHOM C NPOM3BOACTBOM NPOAYKLMN, Ha
KOTOpyto pacnpocTpaHaeTca Mpasuao o 6e3onacHOCTM NPoAyKLMM, 0653aHbl cOb0AaTb 3TO
npasuso.

3. Mporpamma gna 3BeHbeB CUCTEMbI NOCTABOK ABAAeTcA 60s1ee ru6Koi, NOCKO/IbKY
YCTaHOB/IEHHbIe CPOKU ABnAlTCcA auddepeHUnPoBaHHbIMM.

e [laHHOE NPaBWU/IO COAEPKUT TpeboBaHME O TOM, YTOObI NPOU3BOAALLNE U
nepepabaTbiBatoLLMe NPEeANPUATUA UMENN NPOrPaMMy /15 3BEHbEB CUCTEMbI MOCTABOK C
ydyeTom aKTOpa PUCKa A5 TAKOTO CbipbA M APYTUX MHIPEOUEHTOB, B CBA3U C KOTOPbIMMU
6bI/1M BbIABNEHBI UCTOYHUKM ONACHOCTU, TPebyloLmMe NPUMEHEHMA KOHTPOA K AaHHbIM
3BEHbAM CUCTEMbI MOCTaBOK. [Mpou3Boasalume n nepepabaTtbiBatowme NpeanpuaTus,
KOHTPOINPYIOLLME MCTOYHUKM OMACHOCTU NPU NMOMOLLM NPOPUIAKTUYECKOTO KOHTPOIA, A
TaKKe NpeanpuaTusa, BbiNnoHAWMe TpeboBaHUA, NPUMEHSEeMble B TEX CNyYanX, Koraa
KOHTPO/Ib UICTOYHMKOB ONACHOCTU MOPYYaETCA 3aKa3umMKy, He 0653aHbl BBOAWUTL NPOrpammy
019 3BEHbeB CUCTEMbI NMOCTAaBOK A/ TAKOTO UCTOYHMKA OMACHOCTY.

e [lpeagnpuaTna No NPOM3BOACTBY NPOAYKTOB MMTaHUA HECYT OTBETCTBEHHOCTb 3a
obecneyeHue Toro, YtTobbl NULLEBYHO MPOAYKLMIO MM MOCTaBAAAM TONIbKO YTBEPKAEHHbIE
MOCTaBLUUKMN NIV BPEMEHHO UCMO/Ib3yeMble HEYTBEPKAEHHbIe NMOCTaBLUUKM, MPU YCI0BUN
NPOBEPKM UX NPOAYKLMK, NpeXKae Yem oHa ByaeT NpUHATa ANA UCNOAb30BaHUA.
(YTBEpPXAEHHbIE MOCTaBLLMKM — 3TO Te NOCTABLUMKU, KOTOPbIe YyTBEPXKAEHbI NpeanpuaTnem
nocne paccMoOTPeHMA Taknx GpaKTOPOB, Kak aHain3 MCTOYHUKOB OMacHOCTM A8 NPOAYKTOB
NUTaHWA, OpraHM3aumm, KoTopaa byaeT KOHTPOIMPOBATb 3TU UCTOYHMKK U NOKasaTenei
paboTbl NOCTaBLWMKa.)



Mpeanpusatue He 0653aHO OCYLLECTBAATb NPOPUIAKTUYECKUIA KOHTPO/Ib B TOM C/ly4ae, eciu
BbIIBJIEHHbIA MCTOYHMK OMACHOCTM KOHTPOIMPYETCA NOCAEAYHOLWEN UHCTAHUMER,
Hanpumep, 3aKas4yMKoM UM UHbIM NepepaboTumkom. MpeanpuaTne 064a3aHO COOOLWMUTL O
TOM, YTO NULLEBAn NPOAYKUMA «nepepabaTbiBaeTcs 6€3 KOHTPOAS (BbISBAEHHOTO
MCTOYHMKA ONACHOCTM)» U MONYYUTb OT 3aKa3uMKa rapaHTMmM B NTMCbMeHHON dopme
OTHOCUTE/IbHO TOTO, YTO OH COr/IaCeH NPeANPUHATL onpeaesieHHble eNCTBUA B 3TOM CBA3M.

Eule og4HMM KOMMNOHEHTOM ABASAETCA CUCTEMA MOCTABOK, BK/OYAOLLAA NocpeaHmnKa nam
ANCTPUBLIOTOPA, KOTOPbIE MOTYT OCYLLECTB/IATL MPOBEPOYHbIE MEPONPUATUA NOCTABLLMKA,
04HaKo, NosyyatoLee NPOAYKUMIO NpeanpuaTMe 0653aHO NPOBEPATL M aHaN3MPOBATb
AOKYMEHTaLUMIO 3TON OpraHM3aLUmm, KacatoLLyoca NMPOBEPKU OCYLLLECTBAEHMUSA KOHTPOASA

AaHHOTO UCTOYHMKA OMACHOCTMU.

o [InddepeHumpoBaHHbIe CPOKN cOBNOAEHUA AaHHOIO NpaBuaa 6blan YCTaHOBEHbI ANA

NMONOXKEHUN NporpamMmmbl, KaCatoWMXCA CUCTEM NOCTAaBOK, TaK yTObbI npeanpuatTmne no

npon3soacTey NPOAYKTOB MUTAHUA HE 6b1710 06A3aHO BbINONHATL NMOIOKEHNSA nporpammel,

KacalolMeca CMCTeM NMOCTaBOK [10 TOro, KaK OT UX NMocTaBLMKa noTpebyoT cobatoaatb Npasunio

[0} I'IpOCbMﬂaKTVILIECKOM KOHTPO/1Ee NpKU Npon3BoACTBE NPOAYKTOB NUTaHUA Yesl0BEKa UIU NpaBUIo

0 6e3onacHoCTM N poAaykuunun.

4. O6HOBNEHMe N pa3bACHEHMUE TEKYLLEN HagexKalen NPAKTUKU OpraHM3aLmm

npoussopgcrtea (CGMPs).

e UTorosoe NpaBuno He BKAOYaeT Heobs3aTeNbHble AanAa CO6I'IIO,CI,EHVIFI NONOXeHUA, KOTOpPbie

6onble noaxoaAaT AnAa pas/indHbIX pyKoBOACTB.

e HeKoTopble M3 NOOXKEHNI He0bA3aTENIbHOMO XapaKTepa cenyac ABNATCA 006A3aTe/IbHbIMY,

Hanpumep, NoN0XXeHUA, Kacaroumeca 06pa3OBaHMﬂ n 06y'~IEHVIFI.

(0]

PyKkoBoacTBO npeanpuatuin 06s3aHo obecneynTtb, YToObI BCe PabOTHUKM, 3aHATbIE B
npounsBoAcTBe, NepepaboTKe, yNaKoBKE U XpaHEHUM NPOAYKTOB MUTAHUS, UMeNU
Hag/iexallyto KBaandumKauuto aAas BbiNoJAHEHUA CBOMX 06a3aHHOCTEN.

TaKkne pabOTHMKM A0/IKHbI MOJIy4UTb COOTBETCTBYIOWEE 06pa3oBaHue 1 NPONTU 0byYeHMe,
n (nnun) obnafatb ONbITOM, HEOBXOAUMBIM AJ1A TOTO, YTOObI 3aHNMMATLCA NPOU3BOACTBOM,
nepepaboTKon, yNaKoBKOM U XpaHEHMEM YNCTOM M Be30MacHOM NULLLEBOM NPOAYKUUU. ITU
JMLLA AOJIXKHbI U3YYUTb NPUHLMIMbI NMULLEBOW CAaHUTAPWUKN U TUTUEHDI, @ TaKXKe 6e30MacHOCTH
NPOAYKTOB NMUTaHUSA, BKAOYAA BOMNPOCHI 340POBbA M IMYHOM TMIMeHbl paboTHMKA.

Ob6paTtuTe BHMMaHMKeE, YTO TaKue TpeboBaHMUA TaKKe NPeabaBAAOTCA K paboTHUKaM,
OCYLLECTBASOWMM NPOPUAAKTUYECKUI KOHTPOb.



e B HOPMATUBHbIX TEKCTAxX TeNepb ACHO U3/10XEHA J0ArocpoyHasa nosmuma FDA oTHocuTenbHO
Toro, 4tobbl CGMP 3aHMMaNMCb BONPOCaMKU NEPEKPECTHOM peaKkumm annepreHos.

[aTtbl Hauana cobnoAeHNA UTOTOBOroO NPaBuna

Ons npeanpuatuii yctaHosaeH guddepeHLMpoBaHHbIN rpaduK Havana cobnogeHns MToroBoro
npaeuaa nocae ero ny6ankauuu.

e OuyeHb Masnblii BU3HeC (co cpeHMM L0X0A0M, COCTaBAAIOWMM MeHee 1 MUAMOHA OOAN. B TO4,
(c yueTom MHPAALMM), C [OXOA0M OT NPOLANKM NMPOAYKTOB NMUTAHMUSA NIOC PbIHOYHAA CTOMMOCTb
NPOAYKTOB NUTaHMA, NPOU3BEAEHHbIX, NepepaboTaHHbIX, yNaKoBaHHbIX UAN XpaHALWMXCa 6e3
peanusauun): CpoK - TpM rofa, Ha OCHOBAHUM AOKYMEHTALMK, YA0CTOBEPSAIOLLEN CTaTyC OYEHb
manoro 6usHeca aTux npegnpuatuii (1 aHeapsa 2016 r.).

e [peanpuatue, o6asaHHoe cobatoaaTbh 3aKOH O NacTepusaLMmM MOJOKa (CPOKM Havana
cobntogeHnA yBenyeHbl 41 Toro, 4Tobbl NpeaocTaBuTb Bpems A/ BHECEHUA NOMNPaBoK B
HOpPMbl 6€30MacHOCTM, CcoAepKallmecs B 3aKoHe 0 nacTepusal MM MOMOKa, BKAOYatolLme
TpeboBaHMA AaHHOrO Npasuaa o npodunakTuyeckom KoHTpone): Tpu roga

e  Manblit 6u3Hec (Npegnpuatue, HacunTbiBalowee meHee 500 COTPYAHMKOB, 3aHATOCTb KOTOPbIX
3KBMBA/IEHTA NONHOW 3aHATOCTK): [Ba roga

e Bce apyrue npegnpuarua: OauH rog,

[aTtbl Hayana cobnogeHna TpeboBaHMN NPOrpamMmmbl CUCTEMbI CHabKeHUA nocae nybankaumm
MTOroBOro NpasuAa:

e [peanpuaTve-nonyyatenb OTHOCUMTCA K Manomy 6uU3Hecy, M Ha ero noctaswmKa He byger
pacnpocTpaHATLCA NPaBUAO O NPOPUNAKTUUECKOM KOHTPOJIE MAK NPaBuao 0 6e30nacHoOCTM
CeNbCKOX03ANCTBEHHOM NpoayKuuu: [1sa roaa

e lpeanpuaTtue-nonyyatesb OTHOCUTCA K Manomy 6U3Hecy, M Ha ero nocTasLmKa byaer
pacnpocTpaHATLCA NPaBUAO O NPOGUNAKTUUECKOM KOHTPOAE UK NpaBuio o 6esonacHocTu
CeNbCKOX03ANCTBEHHOW NpoAayKuuu: [1Ba roga uam LWecTb MecaLes nocae Toro, Kak ot
nocraswuka notpebosanu cobaogeHnsa A4elCTBYIOLWEro NpaBMaa B 3aBUCMMOCTM OT TOrO, YTO
NPOM30LLNO NO3XKe

e [lpeanpuaTHe-nonyyaTtenb He OTHOCUTCA K MaaoOMy MM OYEeHb Manomy 6UsHecy, U Ha ero
nocTasLWMKa He ByaeT pacnpocTPaHATLCA HM NPOPUNAKTUUECKUIA KOHTPONb, HU NPABUAO O
6e30MacHOCTU CeNbCKOX03AUCTBEHHOM NpoayKumuK: 18 mecAues

e [peanpuAaTHe-nonyyaTesb He OTHOCUTCA K MasioMy WU OYeHb Manomy 6U3Hecy, U Ha ero
nocTaBLWMKa 6yaeT pacnpocTPaHATLCA NPOPUNAKTUUECKUIA KOHTPOIb UM NPABUIO O



6e30MacHOCTU CeNbCKOXO3ACTBEHHOM npoaykuuu: LWecTb mecAues nocne Toro, Kak ot
NOCTaBLWHMKa I'IOTpE6OBa}'IVI CO6/'IIOLI,€HMFI AeﬁCTByPOUJ,EI'O npasuna

B nomouwb Y4aCTHUKam OTpac/in

FDA pa3pa6aTb|BaeT HECKOJ/IbKO MeToAN4YeCKNUX JOKYMEHTOB NO AaHHbIM BOMNPOCaMm, BKNOYaA:

o AHanu3 UCTOYHMKOB ONACHOCTU U NPOPUNAKTUYECKUIA KOHTPOb,
®  JKOJIOTMYECKNI MOHUTOPWHT,

e  KOHTPO/b NULLEBBIX aNNEPrEHOB,

e [IpoBepKa npouecca KOHTPOoAA,

e PyKoBOoACTBO A5 HEGONLLINX NPeanpuATUi, 0bbACHAOLLEE, KaKne AeUCTBUA AO/IKEH
npeanpuHATL Masblil UM OYeHb Manblil 6M3Hec ana cobnogeHuns npasuna.

Y)Ke OCyLLEeCTBAAOTCA NNAHbI MO NOATOTOBKE U TEXHUYECKON noMoLn. OHU BKAHOYALOT:
o Co3paHue B paMKax YNpaBneHUs ceTy TeEXHUYECKoM nomolum B chepe 6e30nacHOCTU NPOAYKTOB
NUTaHWA, LEHTPAIM30BAHHOIO UCTOYHMKA MHPOPMALIMK M CNPABOYHOM CAYKObI ANA coaencTBUSA

NOHMMaHUIO K ocyuecTBneHnto FSMA paboTHUKamu oTpacau.

° COTDYLI,HVI‘-IECTBO ¢ AnbAHCOM NPODUIAKTUYECKOTO KOHTPO/1A 33 6€30NacCHOCTbLIO NPOAYKTOB
NMNTaHWA B LUEeNAX CO34aHNA NPOorpamm noarotosku m TeXHUYECKoMn nomouiun.

e [lapTHepcTBO C HauMoHaNbHbIM MHCTUTYTOM NPOAYKTOB NUTAHMA U CEIbCKOTO X03AACTBA
MuHKUCTepCTBA cenbcKoro xo3aictea CLUA B Lensax npoBeaeHNa Nporpammbl rpaHToB gna
OKa3aHMA TEXHUYECKOM MOMOLLM MasbIM U CPegHUM Gpepmam U MasibimM NPeanpuaTUAM No
nepepaboTKe NULLEBOM NPOAYKLUMMN.
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